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Message Text 

UNCLASSIFIED 

PAGE 01 STATE 070520 
ORIGIN HEW-06 

INFO OCT-01 AF-08 EUR- 12 EA-09 ISO-OO OES-06 SIG-02 
MED-03 COM-04 EB-08 /059 R 

DRAFTED BY DHEW/FDA: JRWEINROTH, M.D.:CCK 
APPROVED BY OES/APT/BMP: WJWALSH, III 
DHEW/PHS/OASH/OIH: RFISCHER 
EUR/EX:JLTULL(INFO) 

EA/ANP:HTNELSON(INFO ) 

AF/S :FBCRUMP(INFO) 

310713Z 080123/23-11 

P 302254Z MAR 77 
FM SECSTATE WASHDC 
TO AMEMBASSY CANBERRA PRIORITY 
AMEMBASSY BRUSSELS PRIORITY 
AMEMBASSY PARIS PRIORITY 
AMEMBASSY BONN PRIORITY 
AMEMBASSY OSLO PRIORITY 
AMEMBASSY PRETORIA PRIORITY 
AMEMBASSY LONDON PRIORITY 
AMCONSUL CAPE TOWN PRIORITY 

UNCLAS STATE 070520 

CAPE TOWN FOR EMB 

E.O. 11652: N/A 

TAGS: OGEN, ETRD, EIND, TBIO,AS,BE,FR,GW,NO,SF,UK R 

SUBJECT: FDA ADVISORY - RECALL OF MEDICAL DEVICE - 

DISPOSABLE AUTOLOGOUS BLOOD TRANSFUSION SYSTEM - RECALL T- 
064-7 

1 . FDA ADVISES OF THE FOLLOWING MEDICAL DEVICE RECALL: 

UNCLASSIFIED 
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SORENSON RESEARCH COMPANY, BRAND OF STERILE DISPOSABLE COM- 
PONENTS OF THE RECEPTAL A.T.S. (AUTOLOGOUS TRANSFUSION 
SYSTEM) WHICH IS USED FOR SURGICAL AND EMERGENCY COLLECTION, 
FILTERING AND REINFUSION OF AUTOLOGOUS WHOLE BLOOD COMPON- 
ENTS ARE AS FOLLOWS: 

COMPONENT CATALOG NO. HOW PACKAGED 
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B LOODLINER- 800CC KGA-800L 5/BOX, 50 

LINER ASSEMBLY CONSISTING CASE 

OF AN UPPER BAG AND A LOWER 
BAG WITH 170 MICRON FILTER 

EMERGENCY BLOODLINER - KGA-1900L (UNKNOWN) 

1900 CC SINGLE, VINYL 
BLOOD BAG WITH 170 
MICRON PRE-FILTER 

SUCTION TIP- WITH ATS-S72 10/BOX 

AUTOMATIC PROPORTIONAL 
VALVE FOR MIXING ANTI- 
COAGULANT WITH BLOOD, 

HAVING A 72 INCH SUCTION 
TUBE FOR BLOOD COLLECTION 
AND A PARALLEL IV SET FOR 
ANTICOAGULANT SUPPLY 

MICRO-AGGREGATE "SWANK" ATS-F10 10/BOX 
FILTER WITH ATTACHED 
ADMINISTRATION SET 

ANTICOAGULANT-500 CC ATS-CPD500 12/BOX 

VENTED BOTTLE OF CITRATE 
PHOSPHATE DEXTROSE 

ALL COMPONENTS ARE IDENTIFIED ON THE LABEL "SORENSON RES- 
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EARCH COMPANY, P. O. BOX 15588, SALT LAKE CITY, UTAH 
84115". SORENSON IS THE MANUFACTURER OF ALL THE COMPON- 
ENTS EXCEPT THE ATS-CPD-500 WHICH SORENSON DISTRIBUTES 
AS AN OWN LABEL ITEM. THE KGA-1900-L COMPONENT WAS NOT 
ORIGINALLY PART OF THE SYSTEM. AND HAS BEEN MARKETED 
SINCE JUNE 1976. THIS COMPONENT CARRIES NO DIRECTIONS 
FOR USE. 

ALL REPEAT ALL LOT NUMBERS OF THE (5) FIVE ITEMS ARE UNDER 
RECALL. COMPONENTS ARE DISTINGUISHABLE BY THE CATALOG 
NUMBERS. 

MANUFACTURER/RECALLING FIRM: 

THE MANUFACTURER AND/OR DISTRIBUTOR FOR ALL COMPONENTS IS 
THE SORENSON RESEARCH COMPANY. THE ONLY COMPONENT NOT 
MANUFACTURED BY SORENSON IS THE ATS-CPD 500, THE ANTI- 
COAGULANT WHICH IS MANUFACTURED UNDER SORENSON S LABEL BY 
FENWAL LABORATORIES, DIVISION TRAVENOL LABORATORIES, INC. 
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MORTON GROVE, ILLINOIS 60053. HOWEVER, SORENSON IS THE 
RESPONSIBLE FIRM FOR ALL COMPONENTS. 

2. REASON FOR RECALL: 

FDA INSPECTION OF 2-10 FEBRUARY 1976 REVEALED SEVERAL COM- 
PLAINTS OF INCORRECT PROPORTIONING OF THE CPD ANTICOAG- 
ULANT SOLUTION AS WELL AS INADEQUATE LABELING. ON 31 
JANUARY 1977 SORENSON INDICATED THAT THEY INTENDED TO 
RECALL (VOLUNTARILY) ALL STERILE ITEMS WHICH WERE COMPON- 
ENTS OF THE SYSTEM SORENSON DELAYED RECALL DUE TO FEED 
BACK FROM MEDICAL PROFESSIONALS WHO CLAIMED RECALL WOULD 
PREVENT LIFESAVING USE OF COMPONENTS. SORENSON ISSUED 
RECALL LETTERS ON 1 1 FEBRUARY 1977. ATS SYSTEM BEING RE- 
DESIGNED BUT SYSTEM NOT YET READY FOR MARKETING. 

3. POSTS ARE REQUESTED TO CONTACT FOREIGN CONSIGNEES TO 
UNCLASSIFIED 
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DETERMINE IF THEY HAVE RECEIVED RECALL NOTIFICATION (LETTER ) 
BY SORENSON DATED 31 JANUARY 1977. LETTER REQUESTS RETURN 
OF ALL REPEAT ALL ATS ITEMS NOW IN POSSESSION FOR FULL 
CREDIT TO FIRM BY CHEAPEST WAY, COLLECT. 

4. CONSIGNEES AS FOLLOWS: 

TELECTRONICS PTY-LTD MESSRS. HOSP.PRODUCTS PTY 

2 SIRIUS ROAD N. S .W. LTD 

2066 AUSTRALIA P O BOX 758 

CAPETOWN, SO. AFRICA 

DECKERS 

O. L. VROUSTRAAT 29 SIMONSON & WEEL LTD 

B-3000 LEUVEN-BELGIUM HATHERLEY HOUSE 

HATHERLEY ROAD 

COOPERATION EUROPEENE DE SIDCUP KENT DA14 BR 
FOURNITURES HOSPITALER ENGLAND 
24 RUE AMFJ.OT 
PARIS 1 1 FRANCE 

LUTZ & COMPANY 

ALLEGEMEINE TRANSPORT GESELLSCH 
VORM., GONDRAND & MANGILL MGB 
AIRPORT OFFICE COLOGNE 
GERMANY 

PLESNER FARMASOYTISK 
ASTVETENVEIEN 22 
POSTBOKS 6028 ETT 
OSLO 6 NORWAY 
CHRISTOPHER 
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